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Examiner 
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Applicant(s) 

CHOPP ET AL. 



Art Unit 
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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 



2a)n This action is FINAL. 2b)E] This action is non-final. 

3) n Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 1:8 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) H Claim{s) 1:8 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) 0 The proposed drawing correction filed on is: a)D approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 1 1 9 and 1 20 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) ^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ Inten^iew Summaiy {PTO-413) Paper No(s). . 

2) [3 Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 
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Part of Paper No. 8 





Application/Control Number: 10/018,201 
Art Unit: 1614 



Page 2 



DETAILED ACTION 



Claims 1-8 are presented for examination. 



Information Disclosure Statement 



The information disclosure statement filed 13 August 2002 fails to comply with 37 
CFR 1 .98(a)(2), which requires a legible copy of each U.S. and foreign patent; each 
publication or that portion which caused it to be listed; and all other information or that 
portion which caused it to be listed. It has been placed in the application file, but the 
information referred to therein has not been considered. 



New formal drawings are required in this application. See PTO-948 for 
Draftsperson's Patent Drawing Review. Applicant is advised to employ the services of a 
competent patent draftsperson outside the Office, as the Patent and Trademark Office 
no longer prepares new drawings. 



Claims 7 and 8 are objected to because of the following infomialities: The 
recitation of the treatment of individuals "in need" of the treatment of a certain condition 
is missing. Appropriate correction is required. A physician will typically examine many 
patients with various pathologies, and only some will have a particular disease requiring 
a particular treatment. It has been traditional in United States practice to recite the 
treatment of individuals "in need" of the treatment of a certain condition so as to indicate 



Drawings 



Claim Objections 
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that particular subset of patients actually in need of intervention; an alternative is to 
recite the treatment of an individual "suffering from" a given disease. Accordingly, the 
following format is preferred for claiming methods of treating: "A method for treating 
disease X comprising administering to an individual suffering from/in need of such 
treatment an effective amount of agent Y". Claims not specifying the subset of patients 
to be treated in this manner are generally viewed as being anticipated by any prior art 
method using a given agent since they read on administration to the general population 
and not a specified subset requiring treatment. 
Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
mal<ing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-8 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the nitric oxide donors listed on age 5, paragraph 
1 of the instant specification, does not reasonably provide enablement for nitric oxide 
donors. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to practice the invention 
commensurate in scope with these claims. Attention is directed to General Electric 
Company v. Wabash Appliance Corporation et al 37 USPQ 466 (US 1938), at 469, 
speaking to functional language at the point of novelty as herein employed: "the vice of 
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a functional claim exists not only when a claims is "wholly" functional, if that is ever true, 
but when the inventor is painstaking when he recites what has already been seen, and 
then uses conveniently functional language at the exact point of novelty". Functional 
language at the point of novelty, as herein employed by Applicants, is further 
admonished in University of California v. Eli Lilly and Co. 43 USPQ2d 1398 (CAFC 
1997) at 1406: stating this usage does "little more than outline goals appellants hope 
the recited invention achieves and the problems the invention will hopefully ameliorate". 
Applicants functional language at the point of novelty fails to meet the requirements set 
forth under 35 (JSC 112, first paragraph. Claims employing functional language at the 
point of novelty, such as Applicants', neither provide those elements required to practice 
the inventions, nor "inform the public during the life of the patent of the limits of the 
monopoly asserted" General Electric Company v. Wabash Appliance Corporation et 
supra, at 468. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 
States. 

Claims 1-5 and 7-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Moskowitz U.S. Patent No. 5,385,940 A. 
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The claims are drawn to a compound for promoting neurogenesis comprising an 
effective amount of a nitric oxide donor to promote neurogenesis such as l-arginine and 
a method of increasing neurological function and increasing cognitive function by 
administering an effective amount of a nitric oxide donor compound to a patient. 

Moskowitz teaches administration of a phamiaceutical composition comprising a 
nitric oxide donor (l-arginine) to stroke patients. Since the same agent is being 
administered under the same conditions in the prior art as in the instant claims, the 
general promotion of neurogenesis must inevitably occur in each case. Regarding the 
method of administering the nitric oxide donor compound of claims 7 and 8, the 
recitation of the treatment of individuals "in need" of the treatment of a certain condition 
is missing. Claims not specifying the subset of patients to be treated in this manner are 
generally viewed as being anticipated by any prior art method using a given agent since 
they read on administration to the general population and not a specified subset 
requiring treatment. 

Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which fomis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bredt et 
al. Annual Review Biochem., 63:175-195 (1994). 

The claim is drawn to a method of augmenting the production of neurons by 
administering an effective amount of a NO donor to a site in need of augmentation. 
Bredt et al. teach that NO is a diffusible multifunctional second messenger that has 
been implicated in numerous physiological functions in mammals, ranging from dilation 
of blood vessels to immune response and potentiation of synaptic transmission (Bredt 
and Snyder, Annual Rev. Biochem., 63:175-195 (1994). Since the instant specification 
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includes synaptogenesis in tlie definition of neurogenesis, thus it would have been 
made obvious to one of ordinary skill in art at the time it was made to augment the 
production of neurons (synaptogenesis) by administering a NO donor based on the 
teaching of Bredt et al since NO donors potentiate synaptic transmission. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Donna Jagoe whose telephone number Is (703) 306- 
5826. The examiner can normally be reached on Monday through Friday from 8:00 
A.M. -4:30 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marianne Seidel can be reached on (703) 308-4725. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 
305-3230 for regular communications and (703) 872-9307 for After Final 
communications. 

Any Inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 



1235. 
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